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(57) A convex adapter for ostomy appliances is 
disclosed, the adapter including an adapter ring formed 
entirely of a soft, tacky, moisture-absorbent and 
swellable, hydrocolloid- containing adhesive material, 
one that retains its integrity on hydration and is 
shape-recoverable when compressive forces are 
removed, and a thin stretchable cover film extending 
over and beyond the convex bodyside surface of that 
ring. The film is removably attached to the ring and is 
preferably transparent (or translucent) so that at 
least the outline of the ring may be seen through it. A 
flexible but substantially non-stretchable release 
sheet is removably attached to the opposite pouchside 
surface of the ring and may be peeled away from the 
ring during an initial step in the use of the product 
With the release sheet so removed, a user may grasp the 
adapter ring and its cover film and reform the ring so 
that its opening is sized and shaped to match a 
patients stoma, after which the reformed adapter ring 
is adhered to the adhesive faceplate of an ostomy 
appliance, the cover film is removed, and the 
combination faceplate/adapter is adhesively secured to 
a patient's peristoma! skin surfaces. 
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Background and Summary 

[0001] It has long been known to provide ostomy appliances with relatively rigid convex pressure rings for the 
purpose of increasing stomal protrusion when such an appliance is worn, thereby aiding in the discharge of effluent 
directly into the pouch and also prolonging the effectiveness of the adhesive seal between the faceplate and 
peristomal skin surfaces. Reference may be had to U.S. patent Nos. 4,834,731, 5,618,276, 5,607 413 5 730 735 and 
5 501,678 for examples of appliances having such pressure rings. It has also been known to provide' rigid convex 
adapters that may be attached to conventional ostomy faceplates as disclosed, for example, in U S patent Nos 4 834 
731. 5,004,464. 4,219,023, and 5,163,930. 

[0002] A premise underlying the design of such convex faceplates and adapters is that a patient's stoma is 
circular in outline, but studies have shown that is not necessarily the case. In one such study it was noted that 
stomas not only vary widely in size but that only 58% could be considered circular in shape with 42% being regarded 
as elliptical or irregular. Nordstrom. G.M. et al, Local Status of the Urinan, Stoma - Th e Relatif> n to Peristomal Skjrj 
Complications , Scand. J. Urol. Nephrol. 24:117-122 (1990). The possibility that a stoma may be nTcircular in 
shape is also noted in European published application 0 888 760 A1, although that application relates to a planar 
faceplace rather than a convex one. 

[0003] Since convexity has been achieved in the past by providing a faceplate or adapter with a relatively stiff 
plastic element capable of causing stomal protrusion, such a ring has the capability of causing considerable wearer 
discomfort should the opening of the ring fail to match the shape of a wearer's stoma, or should direct contact between 
such a nng and a wearer's stoma occur when the wearer bends sharply forward, change positions, or simply moves 
about. 1 

[0004] While it has been known to provide ostomy faceplates with soft, pliant barrier rings, or to supply soft 
gaskets that may be attached to such rings, such faceplates and gaskets do not function as convex pressure rings 
See, for example, U.S. patents 4,213.458 and 4.710.182. Such faceplates/gaskets are commonly formed of a soft 
flowable matenal such as karaya, with such material serving as a sealant which flows or is displaced by finger 
pressure and use into contact with a stoma to prevent leakage and avoid the excorciating effects that may resutt if 
stomal effluent contacts peristomal skin surfaces. 

[0005] The present invention is concerned with a convex adapter that overcomes the shortcomings of prior convex 
faceplates and adapters and. specifically, one which may be easily and quickly adjusted in size and shape to match 
the see and shape of a wearer's stoma. The adapter includes a ring formed entirely of a moisture-absorbing skin 
barrier matenal that is adhesive, soft, rubbery, non-disintegrating upon hydration, non-flowing, and shape- 
recoverable following compressive deformation. To achieve such objectives, the barrier material should have a 
continuous phase of an elastomeric adhesive blend including a styrene-olefin-styrene rubber, and a discontinuous 
phase of hydrocolloid particles dispersed throughout the rubbery adhesive phase. 

[0006] An important aspect of this invention lies in providing the convex surface of the adapter ring of barrier 
matenal wrth a stretchable cover film that extends outwardly a substantial distance beyond the edges of the rinq The 
cover film must be removable from the ring and is preferably transparent or at least translucent so that the 
nng s outermost edges, and preferably the opening of a faceplate to which the adapter is to be adhered ' may be seen 
through the film. In addition, the opposite surface of the barrier ring is covered by a removable 'release sheet 
which, unlike the cover film, is substantially non-stretch able. The release sheet is preferably of the same size and 
shape as the cover film, but both should be substantially larger than the faceplate to which the adapter ring is to 
be attached so as to facilitate removal of the cover film after the faceplate and convex adapter ring have been 
joined together. 

[0007] The invention also includes what is believed to be a distinctive method of using the convex adapter It 
is well known to provide the adhesive faceplate of an ostomy appliance (either a one-piece appliance or a two-piece 
appliance) with a small circular starter opening which may then be cut to larger size (with scissors) to match the 
size and shape o a patient's stoma. Alternatively, the faceplate may be manufactured with an opening sized and 
shaped (e.g oval-shaped) to approximate the size and shape of the patient's stoma. In either case, the present 
method involves reshaping or reforming the adapter ring to match the size and shape of the opening of the faceplate 
To that end, a user first strips away the non-stretchable release sheet and then grips the adapter ring covered 
only on one side by the stretchable cover film, and reforms the ring by pulling outwardty in opposite directions in 
the general plane of the ring so that its stoma-receiving opening approximates the size and shape of the 
faceplate opening. The convex adapter ring is then secured to the faceplate, the cover film is peeled away and the 
composite faceplate/adapter is adhesively secured to the patient's peristomal skin surfaces. 

[0008] Other advantages, features and objects of the invention will become apparent from the specification and 
drawings. 
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Drawings 
[0009] 

Figure 1 is a perspective view of a convex adapter as it would be supplied to a user. 
Figure 2 is an enlarged sectional view taken along line 2-2 of Figure 1 . 

Figure 3 is a sectional view similar to Figure 2 but showing the adapter with its release sheet removed and with 
the adapter located in proximity to the faceplate of an ostomy appliance (the release sheet of the faceplate also 
having been removed). 



Figure 4 is an elevational view showing the step of reforming the adapter so that its stoma-receiving opening 
becomes oval-shaped. 

Figure 5 is a fragmentary sectional view showing a second embodiment in which the cover film and release sheet 
are cut to provide an opening in register with the stoma-receiving opening of the convex barrier ring. 



Detailed Description of Preferred Embodiments 

[0010] Referring to Figures 1-4, the numeral 10 generally designates a convex adapter for use with an adhesive 
faceplate 1 1 (Fig. 3) of an ostomy appliance. The appliance may be of the one-piece or two-piece type as such terms 
are commonly used in the art to mean appliances in which an adhesive faceplate is permanently attached to a pouch 
(one-piece) or one in which a faceplate and pouch are separate components that may be coupled to and 
uncoupled from each other (two-piece). In the particular construction illustrated in Figure 3, appliance 11 is a 
two-piece appliance in which only the adhesive faceplate component 12 of the appliance is depicted The faceplate 
includes a coupling ring 13 of flexible plastic material similar in construction and operation to the male coupling 
component disclosed in co-owned patent 5,185,008, the disclosure of which is incorporated by reference herein The 
ring includes a male element 14 adapted to be received in the channel of a mating coupling ring attached to a 
collection pouch (not shown). The faceplate ring 13 is joined by heat seal 15 to the thermoplastic film 16 of 
faceplate 12. and a layer 17 of a skinfriendly pressure-sensitive adhesive 17 is secured to the bodyside surface of 
film 16. The adhesive layer 17 and film 16 have a central opening 18 that is generally concentric with the openinq 
14a of coupling ring 13. 

[0011] Opening 18 may be relatively small and serve only as a starter opening that may be cut (with scissors) to 
match the size and shape of a patient's stoma. Thus, if a stoma is of flattened oval or ellipical shape, a caregiver 
or patient may enlarge opening 18 so that it matches the outline of the stoma. Alternatively, opening 18 may be 
precut and presized during manufacture to approximate the size and shape (e.g., oval) of a wearer it being 
understood that in such a case the manufacturer would offer a line of faceplates having openings of different sizes 
and shapes. 

[0012] The adhesive layer 17 may be formed of any suitable pressure-sensitive adhesive commonly used for 
securing the faceplates of ostomy appliances to the peristomal skin surfaces of a wearer For example a 
hypoallergenic medical-grade acrylic adhesive may be used. However, it is preferable that the adhesive layer be 
formed of a soft, skmfnendly hydrocolloid-containing adhesive material that is capable of absorbing moisture and 
has both wet and dry tack. Such a material is commonly referred to as a skin barrier composition and typically 
comprises a continuous elastomeric adhesive phase having hydrocolloid particles dispersed throughout the continuous 
phase. Initial tack, usually referred to as "dry tack," is provided by the continuous phase but. because such a 
composition is occlusive or non-breathable, adherence to the skin would be disrupted by perspiration and by liquid 
stomal discharge if it were not for the dispersed hydrocolloids which absorb fluids and thereby maintain and 
possibly enhance adhesive attachment to the skin. U.S. patent No. 4,551,490 and other references disclose that 
suitable water-absorbing and swellable hydrocolloid gums may include sodium carboxymethylcellulose, pectin gelatin 
guar gum, locust bean gum, and the like. The elastomers used in the continuous phase may be polyisobutylene natural 
rubber, silicone rubber, acrylonitrile rubber and other elastomers known in the art to have similar properties In 
the particular faceplate depicted in Figure 3, the adhesive layer 17 is contoured, having a relatively thick annular 
inner portion 17a and a thin outer portion 17b although, if desired, layer 17 may instead be of substantially 
uniform thickness throughout. A protective release sheet 19 formed of silicone-coated paper or other suitable sheet 
material, shown only in phantom in Figure 3, covers the bodyside surface of the adhesive layer and is removable from 
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that surface at the time the faceplate is being prepared for use. 

[0013] In outline, faceplate 12 may be of generally rectangular (square) shape with rounded corners as depicted 
for example, in co-owned patents 5,147,340 and 5,167,651, but other shapes such as circular oval or even 
tnangular (see, for example, U.S. patent 5,811,116) may be provided. 
5 [0014] Adapter 10 comprises an adapter ring 20 having a convex bodyside surface 20a and a generally planar 
pouchside surface 20b. A stoma-receiving opening 21 of generally cylindrical shape extends through the ring The 
ring's outermost edge 22 is circular and concentric with stoma-receiving opening 21 . 

[0015] The adapter ring 20 is formed entirely of a soft skin barrier material that is generally non-flowable 
retains its integrity upon hydration, and has shape-recovering properties. It should also be compatible at least 
10 for the expected duration of usage, with the adhesive composition 17 of faceplate 12. If the faceplate adhesive 17 
is composed of a hydrocolloid-containing skin barrier material, adapter ring 20 may be of similar or identical 
composition as long as the composition of the ring is flow-resistant, does not disintegrate as it absorbs moisture 
and is generally shape-recoverable following compressive deformation. 

[0016] More specifically, the adapter ring 20 should be of a composition consisting essentially of a continuous 
is phase of two or more elastomeric adhesives and a discontinuous phase of hydrocolloid particles dispersed throughout 
the continuous phase. For flow resistance, shape-recoverability. and the capacity to retain integrity during 
swelling of the hydrocolloid component upon liquid absorption, the continuous phase includes a physically crosslinked 
elastomer such as a styrene-olefin-styrene block copolymer as disclosed in co-owned patent 5 492 943 the disclosure 
of which is incorporated by reference herein. The composition of that patent includes a blend 'of two viscoelastic 
20 adhesive elastomers, specifically high molecular weight polyisobutylene and a styrene block copolymer which alono 
with a plasticizer (preferably petrolatum) and a suitable tackifier and antioxidant, form a continuous phase in 
which hyrocolloid particles such as sodium carboxymethylcellulose and pectin are dispersed. While the composition of 
the aforementioned patent is preferred, it is believed that other adhesive barrier compositions containing 
physically crosslinked elastomers or mixtures of such elastomers, such as those disclosed in U S patents 4 231 369 
25 and 4,551,490, might also be used. H «*.*»i,*>». 

[0017] The importance of including a styrene-olefin-styrene block copolymer in the blend of materials of the 
bamer's adhesive phase lies in providing a rubbery constituent that contributes to the barrier material's 
integnty upon hydration, its non-flowability, resistance to compressive deformation, and recoverability followinq 
such deformation. At the same time, the barrier material is of sufficient softness and low modulus that pulling 
30 forces may be applied by the fingers in opposite directions (in the general plane of the ring) to reform the outline 
of baner layer 17 and the shape of the stoma opening extending therethrough, assuming that release sheet 25 has 
first been removed as described hereinafter. 

[0018] Preferably, the viscoelastic adhesive phase is a blend of elastomers composed of about 2 to 15% 
(preferably 3 to 7%) by weight of one or more high molecular weight polyisobutylenes and about 5 to 20% by weight 

35 (preferably 17 to 14%) of one or more styrene block copolymers. "High molecular weight' here refers to a 
polyisobutylene having a viscosity average molecular weight within the range of about 75 000 to 2 350 000 
(preferably about 1.000.000 to 1.900,000) as determined from intrinsic viscosity measurements' in diisobutylene at 
20" C. Such polyisobutylenes are commonly available and are known, for example, under the designations Vistanex 
MM-L80, MM-L100. MM-L120, and MM-L140 from Exxon Corp., Houston, Texas. aes.gnat.ons vistanex 

40 [0019] Styrene block copolymer or copolymers suitable for blending with such high molecular weight 
polyisobutyiene(s) may be identified generally as styrene-olefin-styrene block copolymers. Particularly suitable for 
this purpose are styrene-isoprene-styrene and styrene-butadiene-styrene block copolymers both of which are 
commercially available, for example, from Shell Chemical and other suppliers. A styrene-isoprene-styrene block 
copolymer marketed as Kraton 1107 (Shell Chemical) is believed particularly suitable, but other Kraton copolymers 

45 such as Kraton 1100, 1101, and 1102 are also considered suitable. copolymers, 
[0020] Petrolatum may be used advantageously as a hydrocarbon plasticizer component in the adhesive barrier 
composition, although mineral oil may also be used. In addition, the composition may.contain-one or more hydrocarbon 
tackifier resins, such as the aliphatic hydrocarbon resin tackifier commercially available from Hercules Inc (Wilmington 
Delaware) as Piccotac 95. Other tackifiers such as trimethylol propane esters of rosin (Staybelite Ester 10 from 

M Hercules) or pentacrythritol esters of rosin (Pentalyn H from Hercules) might also be used. In addition the barrier 
composition may include a suitable antioxidant such as Irganox 1010 or Irganox 1076 (Ciba Geigy) or any of a number 
of other commercially-available antioxidants. ~ 

[0021] As shown in Figures 1 and 2, a flexible covering film 24 covers the convex surface of barrier ring 20 and 
includes an outer portion 24a that extends outwardly a substantial distance beyond the peripheral edge 22 of ring 
55 20. Film 24 is shown to be generally square in outline, with rounded corners, but other shapes may be provided What 
is important is that the thermoplastic cover film 24 be thin and easily stretchable so that deforming forces may be 
applied to the adapter (as hereinafter described) without objectionable resistance being presented by the cover 
film. It is also important that the film be removable from the convex surface 20a of the barrier ring 20 and that it 
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be sufficiently transparent or translucent to allow the outermost edge 22 and preferably the opening of a faceolate 
to which the adapter is to be adhered, to be viewed therethrough. taceplate 
[0022] in the embodiment illustrated in Figures 1-4, cover film 24 extends into the opening 21 of barrier ring 

riLri ' 96ner ! ! " ? nd . riCal S ' eeVe POrt0n 24b th3t 6Xtends ■** and covers the cylindrical surface of ne 
on™ a ! ^ T P ° rt0n 24C that brid9eS the barrier 0pening alon 9 the ^plate-facing end of that opening 
£ ft h T y m1 I 3 " 6 ? thin ' hi9h,y - flexible thermoplastic elastomers may be used for stretchable cover film 
Chela, S?£JE h P ° lyU ; eth r e elaSt0plasfics marketed the designation "Estane" by B.F. Goodrich 

Chem caL and copolyether-ester thermoplastics marketed under the designation "Hytrel" by DuPont are oarticularlv 
suitable, but other materials having similar properties may be used particularly 

EH 2 ?] • P K° U S Side , $Urf3Ce 2 ° b ° f the adapter ring 20 is covered by a removable Please sheet 25 that unlike 

ontai ITS' "r StretChab ' e - SiliC0 ^ ed Paper may be USed the ^'cone-treated surface being in 

contact wrth nng surface 20b to facilitate removal of the sheet at the time of application. Alternative^ the 

terSattf ^ ° f 3 P °' ymeriC SUCh aS ' for e * amp,e ' *on»«JE TpoSy^e 

I0 ° 2 S, ^ hi ' e b °l h the re ' ease Sheet 25 and the cover film 24 should adh ere only weakly to the adhesive adaoter 
nng 20. the forces of adhesion between the cover film and the ring should be greater than those betwee £ ring 

iTJLr ^ ? Per ? ittin9 3 US6r 10 Peel the re,ease sheet away f ™ the pouchside surface of ne 

adapter nng 20 wrthout nsk.ng detachment of the adapter ring from its cover film. Similarly the forces of 
adhesion be^een the adapter ring 20 and the adhesive layer 17 of faceplate 12 should be substaial y greater than 
the forces of adhesion between cover film 24 and the contoured surface of adapter ring 20, thereby peSng the 
rZL fi ' m t0 T b ! P6eled 3Way fr0m ,he adapter rin 9 after tnat ri "9 has been secured to the faceplate 9 
[0026] The release sheet 25 and cover film 24 are of the same size and shape and have their edges in register 
having been cut simultaneously in the same cutting step of a manufacturing procedure that may be o the Toe 
described in co-owned patent 5,716.475. Thus, if cover film 24 b of generally rectangular shape as shown I Figte 
1 the coextensive release sheet 25 is of the same shape. In that connection, it should be noted that both Sie 
release sheet and the cover film are substantially larger than faceplate 12. thereby facilitaCremoval o! Te 
cover film after the adapter ring 20 and faceplate 12 are secured together. Also, it wi.l be observed that ?n Te 

Z d6PICte f ^ MQS - the P ° rt0n 24C 0f the cover film dis P°^d wrthin the opening 21 of 

the adapter nng 20 ,s ,n contact wrth, or in close proximity to, release sheet 25. The cover film thereby defines a 
generally cylindrical cavity into which a user may insert the tips of one or both fingers when reshala of t h ! 
adapter for attachment to a faceplate is desired. reshaping of the 

[0027] In use of the invention, if the faceplate is of the type having a small starter opening then a first 
step would involve enlarging that opening wrth scissors so that it matches the size and irregular (eg oval) shape 
of the patients stoma. Thereafter, the protective release sheet 19 is peeled away from the adhesive surface of Te 
faceplate and the release sheet 25 of adapter 10 is similar* removed. The user then grips the adapter ring 20 and 

S V S T a m I mre 4 and ref ° rmS the S0ft and deformable ' in 9 s ° that tne stoma-Sns openi™ 

of the nng is of essentially the same size and shape as the opening of the faceplate. For example if fte S 
faceplate opening ,s of oval shape, then opposrte sides of the film-backed adapter ring 20 are pulied outwaS 
until opening 21 .s ateo of oval shape and closely approximates the s*e and shape of the faceplate opelg T^e 2 
openings are then brought into alignment, with the transparency of the stretchable cover fi'm 24 faclrtating su^h 

^"h S ' de SUrf8Ce 2 ° b ° f the adapter rin9 is Secured t0 the exposed ^ ofadhe te a'yer 5 
of facep ate 12. With the convex adapter secured to the faceplate, the user then peels away cover film 24 and 

m^T the ll CeP ^ 

[0028] The embodiment of Figure 5 is similar to the one already described except that neither the cover film 24" 
nor the release sheet 25 bridges the opening 21 of adapter ring 20. Instead, aligned openings 2 V and 27 are 
pmhnH-l In cover film 24 and ^ease sheet 25". respectively. The absence of film portion 24 c o 'the previous 
adalTZ T T ^ t adVanta9e0US £ the e * ent that the cover film may impose even less resistance to res aping o the 
adapter nng so that .ts opening 21 is brought into "conformity wrth the sEe and shape of the patient's stoma In 
both embodiment rf stretching and reshaping involves insertion of the finger tips into the openinjo? the adaoter 

ZL»TZ ^ 8 h Ck r adhesive material of the adapter ring is avoided because of the p^e sleeS Sb 
and 24b of the cover film that lines the wall of barrier opening 21 

S°f ] t „ Wh f ile !" fora 9° in 9 we have disclosed embodiments of the invention in considerable detail for purposes 
of illustration, J will be understood by those skilled in the art that many of these details may be varied Thout 
departing from the spirit and scope of the invention. wiinoui 



Claims 



1. A convex adapter for use with an adhesive faceplate of an ostomy appliance, comprising an adapter ring formed 
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entirety of a soft shape-recoverable skin barrier material having a convex body surface, a generally planar 
opposing surface, and a centrally-located stoma-receiving opening therethrough; a removable release sheet 
covering said opposing surface; and a stretchable and removable backing film covering said convex surface; said 
barrier material consisting essentially of a continuous phase of an elastomeric adhesive and a discontinuous 
phase of moisture-absorbing and swellable hydrocolloid particles dispersed therein; said removable backing film 
being sufficiently transparent for revealing said adapter ring therethrough and having a marginal portion 
extending outwardly beyond the periphery of said adapter ring. 

2. The convex adapter of Claim 1 in which said removable release sheet has a marginal portion extending outwardly 
beyond the periphery of said adapter ring. 

3. The convex adapter of Claim 2 in which said removable backing film and said removable release sheet are of 
substantially the same size. 

4. The convex adapter of Claim 1 in which said removable backing film has an outline larger than that of an 
adhesive faceplate to which said ring is adapted to be secured. 

5. The convex adapter of Claims 1, 2 or 3 in which said barrier material consists essentially of a continuous phase 
of an elastomeric adhesive having a styrene-olefin-styrene copolymer as an ingredient thereof. 

6. The convex adapter of Claim 5 in which said barrier material is a homogenous blend of a styrene-olefin-styrene 
copolymer and polyisobutylene for providing said adapter ring with shape recoverability, non-flowability and 
retention of integrity on hydration. 

7. The convex adapter of Claims 1, 2 or 3 in which said backing film extends into said centrally-located stoma- 
receiving opening of said adapter ring; said stoma-receiving opening having a generally cylindrical surface 
covered by said backing film. 

8. The convex adapter of Claim 7 in which said backing film bridges said stoma-receiving opening along the plane of 
said opposing surface of said adapter ring. 

9. The convex adapter of Claims 1, 2 or 3 in which said skin barrier material of said adapter ring adheres more 
strongly to said removable backing film than to said release sheet. 

10. A method for providing an adhesive faceplate of an ostomy appliance with a convex adapter having an opening 
reformable to match the shape of a patient's stoma, comprising the steps of providing an adapter ring composed of 
a soft, shape-recoverable adhesive skin barrier material having a convex surface covered by a stretchable and 
removable backing film; said film being generally transparent and having an outer portion extending substantially 
beyond the periphery of said adapter ring; gripping portions of said backing film and adapter ring and urging the 
same in different directions with sufficient force to alter the shape of said opening of said adapter ring so 
that it matches the outline of a patient's stoma; securing said adapter ring to the bodyside surface of an 
adhesive faceplate of an ostomy appliance while the opening of said ring is so altered in shape; and then 
removing said film from said adapter ring and said faceplate. 

11. The method of Claim 10 in which said film is larger than said adhesive faceplate and includes a marginal 
portion extending beyond said faceplate when said adapter ring is secured thereto; said removing step comprising 
gripping a portion of said film extending beyond said faceplate and peeling said film away from said adapter ring 
and faceplate. - *■ — — " — ' 

12. The method of Claims 10 or 11 in which said adapter ring includes a stoma-receiving opening having a generally 
cylindrical surface and said backing film extends into said opening and covers said surface; said step of urging 
said backing film and adapter ring in different directions comprises contacting opposing portions of said film- 
covered cylindrical surface of said ring and urging the same outwardly in opposite directions. 
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